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Custody Considerations and Parental Consent in Pediatric Research

Background & Purpose

For research involving children, the Tri-Council Policy Statement: Ethical Conduct for
Research Involving Humans (TCPS 2) requires that consent be obtained from an authorized
third party, typically a parent or legal guardian, who has the legal authority to make decisions
on the child’s behalf and who acts in the child’s best interests (TCPS 2, Chapter 3; Article 4.1).

This memo outlines how custody or parental agreements may affect a parent or legal
guardian’s authority to provide informed consent for a child’s participation in clinical research
and clarifies the role of the study team in this process.

Mature Minors

When the proposed participants are minors between the ages of 14 and 17 years old, they
might be considered mature minors capable of providing their own consent, depending on
their decision-making capacity (TCPS2 Article 3.9). Further information about assessing
decision-making capacity for mature minors can be found in the CHREB Guidance Assent,
Consent & Decision Making Capacity in Minors.

Custody and Consent Authority

Authority to provide informed consent for a child is typically automatic, but in the case of
legal proceedings regarding custody matters is determined by custody agreements, court
orders, or guardianship arrangements, not by the REB.

Common scenarios include:

Automatic rights: the biological parent of any child is automatically presumed to be their
guardian and to have the authority to provide informed consent on their behalf. If the child in
question has never been the subject of a legal dispute (the parents have never broken up /
divorced, and the court has never awarded custody/guardianship of the child to anyone) then
either one of the child’s parents almost certainly has full authority to consent.

Sole custody: The custodial parent or guardian generally has full authority to consent.
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Joint custody: Decision-making authority may be shared; agreements may permit one parent
to act independently or require joint consent.

Restricted or split authority: Some agreements assign decision-making by domain or include
specific limitations.

Responsibility for complying with custody agreements rests with the individuals who are party
to those agreements. Determining who has authority to sign consent is outside the REB’s
scope, and the REB does not police or adjudicate custody arrangements.

The Study Principal Investigator (Pl) or delegate is responsible for:

e Ensuring that informed consent is obtained from a parent or legal guardian who
attests they have the authority to consent.

e Describing clear consent procedures in the protocol and consent documentation.

e Encouraging discussion between parents, where appropriate, and emphasizing the
best interests of the child.

e Documenting the consent process and the consenting individual’s confirmation of
authority, is applicable.

PI's are not responsible for verifying custody agreements or resolving disputes, unless a clear
concern is raised that may affect the ethical conduct of the study. If a concern is raised that
may affect the ethical conduct of the study, proper consent cannot be obtained, and the child
cannot participate.
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